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SIMPLIFIED PROCEDURES FCR OBTAINING CLEARANCES OF FOODS PRESERVED BY IONIZING ENERGY.
After thirteen years of intensive research, using high doses of ionizing energy, highly aceeptable wholesome
shelf-stable bacon, ham, pork, beef, chicken and shrimp can be produced in the laboratory. Using doses
below 1 Mrad, the shetf life of highly acceptable whelesome fish, wheat and wheat products, oranges, and
white potatoes can be extended. Before production in the United States can be scaled up to commercial
quantities for the broad consurner market, approvais are required from the United States Food and Drug
Administration (USFDA) and, for meats from mammals and birds, from the United Stares Department of
Agriculture (USDA). These agencies have approved bacon, wheat and wheat products, and white potatoes,
following receipt and evaluation of petitions containing all pertinent information including description of
the process to be nsed and the food-package combination to be ¢leared, the proposed radiation source, the
dose range, dosimetry methods, wholesomeness and nutritional data, positive proef of microbiological
safety, absence of measurable induced radicactivity, acceptance data from taste panelists, and storage and
shipping data where applicable.

Collecting the data required for successful petitions has proved to be both time-censuming and expensive.
To improve this situation, the whole process of data collection and of writing the petitions is being re—
examined in the interest of streamlining and expediting the process, Recommendations are offered relative
to some of the means helpful in achieving this end.

PROCEDURES SIMPLIFIEES POUR OBTENIR L'AUTORISATION DE PRODUIRE DES DENREES ALIMENTAE-
RES CONSERVEES PAR LES RAYTONNEMENTS IONISANTS. Aprds treize ans de recherches intensives au
moyen de fortes doses de Tayonnements ionisants, il est maintenant possible de produire en laboratoire. des
denrées — lard, jambon, viande de porc etdeboeuf, poulet,-crevettes — se.conservant bien et de comestibilitg
tout A fait satisfaisante, En utilisant des doses inférieures 1 Mrad, il-est possible de proionger la durée de
conservation du poisson, du bi¢ et dérivés, des or;anges et des pommes de terre 3 chair blanche, la comesti-
bilité€ de ces denrées &tant tout 3 fait satisfaisante. Aux Etats-Unis, pour développer la production de ces
denrées dans des proportions suffisantes pour alimenter le marché, il est nécessaire d'obtenir 1'autorisation
du Service de contrdle des produits alimentaires et pharmaceutiques et, pour les viandes de mammiferes
et de volatiles, celle du Département de 1'agriculture, Ces institutions ont approuvé la mise sur le marché
de lard, de blé et dérivés et de pommes de tere 2 chair blanche, aprs réception et examen de demandes
contenant tous les renseignements persinents, notamment la deseription du procéde d'irradiation et de
conditionnement 2 faire accepter, la source de rayonnemen:s proposée, la dose, les méthodes de dosimétrie,
les données relarives 3 1a comestibilité et i 1z valeur nutritive, la preuve positive de l'innccuité microbio=
logique, l'absence de radioactiviré induite mesurable, le certificat d'accepration d*un groupe de dégusia=-
teurs et, 'l y a lien, les donn&es relatives 3 I'pmmagasinage et & I'expédition, '

Le rassemblement des données nécessaires aux dernandes d*autorisation s'est révélE 3 H'usage long et
cofitenx. Pour remddier i cet inconvénient, on fwudie actuellement les moyens de simplifier et d*accélérer
le rassemblement des données et 1a rédaction des demandes. L'auteur présente des recommandations
tonchant certaines des méthodes qui permettraient d'arriver 2 ce résultat,

YEPCHNEHHAS NPOUELYPA NMOJAYUYEHUA PABPENERHH HA TPOTAXY OBEYYEHHE
TMUNIEBRX IPOAYKTOR. Ilocne Tped#HaiZnaTH HeT HHTESHCHBHEX HCCAeJOBAHER € NpUMEHEHHeM
SoARMUX AOB HOHHBUPYKMeH SHEPIrHE B HACTOAME: BpeMs B NaS0paTOPHH MOXHO NGAYYHTE CHAENYE
mye OPOAYKTH BHCOKOI'O KayesTsad, He HOPTAMHEeCH NpY AMMTepHLEIX CPOKAX XpaHeHuA: GekcH,
BeTYHHY, GBHHHHY, ](ypm " KpeBeTKH, HCHDJ’[I;E}G! AO3sI MEHBIDE 1 Mpa,u, MOKHO 3HAYMHTEeAEBEHO
YBEIMUHETE CPOKY XpaHeHHA TaKHX NPCAYKTOR, Kak peéa, ODMeHMla, MyUIHbEe DPOAYKTH, anelbsCHHE
n Genniil kaprodens 6e3 ymepba A% HX KAYECTBA W NPHTOAHOCTH ynorpebnenus B numy. s

881




882 JOSEPHSON

TOTG, uTeOM HAYATEH NPOA3ZBOJACTEO TAKEX 08MydeHHHX NpoiyKIok B CIHA B mHpOKHX KOMMEDUECK
Macmrabax 'ﬂOTpGﬁy]OTCH CRelHaALHBIe Pa3pDeleHud OT YHpaBJ]eHHH No NHeBHM IPOAYKTAM H
MeaukaMmenTtam CIHA, a B cllyuae MAca MAEKONHTARDIMUXCA ¥ ITHE — OT MuHMCTEpCTBA CEABCKOTO
xozaficree CITA. DTH yupexAcHUS yXe Daspemu/id npojaxy oblydeHEOro Gekora, MMeHHLH,
MYYHEIX NPGAYKTOR H Genoro xaprode/aa nocae NOAYUSHMA H PACCMOTPEHUS XOAaTAlCTR, codep-
AKX BCS HeobXoAWMEE CBeleHWA, BRAKYAR ONNCAHKE Nponecca 00padoTk, TADH M YNAKOBKH,
fipeaaraeMpii HCTOUHHK H3AYUYRHKA, AHANA3CH 103, METOAN HO3HMeTPMH, JAHHHE O NDHIOZHOCTH
ynoTpeGAeHHsa B HHMY H O COASPXAHKH NUYATENEHLX BeMeCTE, ACKA3aTSAECTBA MHKPCOUOAOTH-
HecKok Eeao'neicx-xocm, OTCYTCTEHE 3AMETHOH HaBeNeHHOH PagHOaKTHBHOCTH, yTBEp&AAeHHE JeTy~
CTATOPAMH, 4 TAKXKE, B CAydae HeODXOIKMOCTH, NaHHLE IO XPAHEHNK H TPaHCIOPTHPOBKS.

CBop NoZoGHEX ZABHEIX, HEOBXOAMMEX JUIA NPHHATHA XoAaraicTsa, TpebyeT AIHTERBHOTO
BPSMEHH ¥ BOALMEX 3aTPAT. b uelaX obNerd4cHHd ¥ YCKCODOHHA 3TCH paboTi mepocMaTpHBASTCH
BeCh Npolece cGopa NAHHHX H COCTABAGHHS XomaTadcTe, JawTca CODTRETCTEYHIGHE PEKOMEHIALE

SIMPLIFICACICN DE LOS PROCEDIMIENTOS PARA LA OBTENCION DE AUTORIZACIONES DE VENTA
DE ALIMENTOS CONSERVADOS MEDIANTE RADIACIONES IONIZANTES, Despuds de trece afics de investi-
gaciones intensivas con aplicacidn de elevadas dosis de radiacienes ionizantes se ha logrado prolengar consi-
derablemente en laboratorio el periodo de conservacién de productos tales como el tocine, el jamdn, la
carmne de cerdo, 1a came de vaca, los pellos y los mariscos, sin que pierdan su comestibilidad. Aplicando
dosis inferiores a 1 Mrad puede prolongarse el periodo de conservacitn del pescado, del trigo y sus derivados,
de las naranjas y de las patatas blancas en condiciones de comestibilidad plenamente satisfactorias. En los
Estados IInidos, antes de pasar 2 la produccidn en escala comercial p_ai-a lanzar el producto al mercado, es
preciso cbtener la aprobacidn de la United States Food and Drug Administration (USFDA) y, en lo que se
refiere alas carnesde mamiferos ydeaves, del United States Department of Agriculture (USDA),  Estos
organismos han dado su aprobacidn para productos como el zocino, el trigo y sus derivades, y 1as patatas
biancas, después de recibir y examinar peticiones acompafiadas de toda la informacidn pertinente:
procedimiento que se aplicard, descripci6n del conjunto alimento-envase objeto de la peticiSn, fuente
radiactiva que se va a emplear, orden de magnitn:d de la dosis, métodos de dosimetria, datos sobre comes-
tibilidad y valor nutritivo, prucbas positivas de seguridad microbioldgica, ausencia de radiactividad inducida
detectable, datos de aceptacidn cbtenidos por grupes de caradores y, cuando proceda, datos referentes al
almacenarnienta y ransporte.

La reunién de todos los datos necesarios para que se apruebe la petici6n exige mucho tempo y resulta
costosa, Para remediat esta situacidn se estd revisando todo el proceso de acopio de datos y de preseniacidn
de peticicnes a fin de haceslo més expedito, En la memoria formulan sugerencias sobre los medios mis
apropiados para lograr este fin,

After fourteen years of intensive research using high doses of
ionizing energy, highly acceptable, wholesome, shelf stable bacon, ham,
park, beef, chicken, and shrimp can be produced in the lsboratory (1).
By using doses below 1 megarad, the storage life of highly acceptable,
wholesome onions (2), fish 53) » wheat and wheat products (4), white
potatoes {5), strawberries {6}, and other fruits and vegetables can be
extended (2). Refore production in the Tmited States can be scaled up
to commercial quantities for the broad consumer market, approvals are
required by the U. S. Food and Drug Administration (¥FDA) end, in
addition, for meate and meat products from cattle, sheep, swine, goatls,
horses, reindeer, poultry and domestic rabbits, by the U. S. Depart
ment of Agriculture (TSDA). ‘

Although considerable reliance for maintaining high safeby and
sanitary standards for foods is placed upon voluntary self-policing by
the food processing industry, U. 5. Government control of foods pro-~
cessed by iorizing energy is based upon the following three statubes:

1. The Federal Food, Drug and Cosmetic Act, adminisiered by FDA
of the U. S. Department of Health, Education and Welfare (HEW). This
act applies to all food products entering into interstate commerce
inciuding those derived from wild animsls, fish, and game (7). 'The
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Food Additives Amendment of 1958 to the Federal Food, Drug, and Cosmetic
Act {8) "includes regulation of any source of radiation intended Ffor
treatment of foods and deems intentionally irradiated foods to be
adulterated unless such use of radiaticn has been cleared for safety

by regulation or unless an exampbion has been granted for research
purposes.” Specifically, the amendment to the law defines "food

additives” to mean " ¥ ¥ ¥ any substance the intended use of which
resullts or may reasconably be expected to result, directly or indirectly,
in its becoming & component or otherwise affecting the characteristics
of any food {including eny substance intended for use in production,
menufecturing, packing, processing, preparing, treating, packaging,
transporting, or holding food; and including any source of radiation
intended for any such use) ¥ % % "

The statube sebs uwp procedures for petitioning FDA to issue
regulations permitiing vnder specified conditions the use of food
additives such as ionizing energy. Title 21, U. S. Code Section 348
states: "(b) (1) Any person may, with respect to any intended use of
" a food additive, file with the Secretary {of HEW) & petition proposing
the issuance of & regulation prescribing the conditions under which such
an additive may be safely used. (2) Such petition shall, in addition to
any exploratory or supporting data, contain:

"A, The name and all pertinent information concerning such
food additive, including where available its chewical idenbtity and
composition; :

"B, A statement of the conditions of the proposed use of
such addibtive, including all directions, recommendations and suggestions
proposed for the use of such additive, and including specimens of its
proposed Iabeling;

g, A1l relevant data bearing on the physical or the technical
effect such additive is intended fo produce, and the guantity of such
additive required %o produce such effect;

"D, A description of practiecable methods for determining the
gquantity of such additive in or on food, and any substance formed in or
on food, because of its use; and

"B, Full reports of investigations made with respeet to the
safety for use of such additive, inecluding full information as o the
methods and cowbrols used in conducting such investigations."

The date in the petition should serve as convineing evidence
that the food treated with ionizing energy is safe for human consumption,
the desired effect of radiastion is accomplished, the irradiation dose
used is not higher than reasonably needed, no measurable induced radiow-
activity (sbove background level) is present in the food when it enters
dtstribution channels, and bthe procese is safe and efficacious wnder
reasonably simulated commercial conditicons without significant deleter-
ious effects in flavor, odor, texture, or appearance of the product.

8. The Pederal Meat Inspection Act {9), administered by the
Consumer and Marketing Service, USDA, is "for the purpose of preventing
the use in interstate or foreign commerce ...... of meat and meat food
products which are unsound, unhealthful, unwholesome, or otherwise unfit
for humen food ......". The statute applies to cattle, sheep, swine
and goats and edible products derived from them. The USDA's responsi-
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bility begins with approval of plans to consitruct a new meat processing
plant or remodelling an existing plant. The USDA insvectors supervise
each stage of meat processing from the live animals in holding pens to
the finished product. If ionizing energy is contemplated in processing
megts for interstate or foreign commerce, its use must be approved by
USDA. The list of animals covered in the basic statube has been
extended by the Horse Meat Act of 1919 to horses and the Agricultural
Marketing et of 1946 to reindeer. Based upon requests sufficiently
supported by scientific back-up data, the USDA will issue regulations
approving the use of ionizing energy for meat processing. The evidence
contained in the request for approvals must include dats pertaining te
wholesameness, microbiological safety, sbsence of toxieity, nutritional
adequacy, contrel of the processing, labeling and benefits.

3. Poultry Products Inspection Act of 1957, administered by the
Consumer and Markebting Service of USDA "requires inspection for whole-
someness of all poulbry processed at plants shipping any of their
product in inberstate or foreign commerce” (10). Poultry is defined in
the Poulbry Products Inspeciion Act of 1957 as Yany live or slaughtered
domesticated pird”™, including, but not being limited %o chickens,
turkeys, ducks, geese and guineas. The USDA is also responsible for
inspection and grading of shell eggs, egg products and domestic
rabbits (11). Use of ifonizing energy in processing plants coming under
the jurisdiction of the Poultry Preducts Inspection Act is permitted
through issusnce of regulations by USDA. The awthority of USDA exbends
to the approval of flooxy plans for the processing plant, suspension of
operations if alterations of buildings, facilities, and equipment have
not been approved and to control of all operations and procedures in=-
volved in preparation, storage, or handling of any product to assure
conformity to standards of cleanliness and sanitation. ZLabeling
approved by USDA is also required for pouliry producte which have been
treated with compownds to retard spoilage (12).

It is apparent that the petitioner has a formidable task in
satisfying the many stringent requirements written into the statutes
to obbain approval of the use of ionizing energy for preserving foods.
Yet the task is not insuperable as atbested by the fact that ionizing
energy has been approved in the Soviel Union, Canada and the United
Siates to inhibit sproubing of white potatoes, in Canada to inhibit
sproubing of onions, and in the United States to deinfest wheat and
wheat products and to produce shelf stable cammed bacon.

It can be argued on purely scientific grounds thai the use of
ionizing energy Lo preserve food requires no special legislation. The
reality of the situation is that a considerable segment of the popula-
tion == call i1t public opinion -- supports such legislation, and would
effectively oppose eliminating such statutes from the books. BRaising
such a controversial issue could mske the public apprehensive when it
hears conflicting views expressed in testimony by the experis. The
result of this controversy could adversely affect the market for irrad-
iated foods. Imsbead of fighting the problem, the recommended approach
is to complete the collection of the scientific evidence in support of
petitions Ho clear a wide variety of foods. As more and more foods
processed by icnizing energy receive approval, fewer and fewer foods
will remain banned by the specialized legislation. Ultimately, no
major foods or classes of foods amenable to preservation by lonizing
energy will remzin restricted under the special legislation. Alsc, as
commercial experience with the processing of foods by ionizing energy
becomes more and more widespread, the confidence of consumers, legis-
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lators, and regulatory agencies in the safety and efficacy of the
process will meke it simpler to cobtain clearances for additional foods.

How can the petitioning process be simplified and streamlined?
Tn those comntries where legislation perdaining to foods preserved by
ionizing energy is not yet on the books, it is recommended that authority
te vested in a single asgency to administer laws on this subject. This
defines clearly for the petitioner where the authority lies and
minimizes the time, effort, and possible confusion if he is required o
deal with several independent governmental agencies. I hasten to add
that in the United States petitioners such as the Army, after some trial
and error, have finally learned how to cope with the dual responsibility
of FDA and USDA. We have ascertained that the supporting data reguired
by these agencies is essentially the same since both have the same
chjective to protect the consumer. Therefore, in the casge of future
requests for clesrances, we will submit the same petition to both
agencies.

Since the data embodied in petitions reguires years of research
and significent expenditure in money and manpower, it is recommended
that the regulatory agency establish as clearly as possible at the oubset
reascnable requirements for the breadth and depth of the seientific data
it will require in petitions. This may be difficult to achieve initially
when there is no precedent and where the irradiation process is g0 new
that there is little in the way of prior experience tc serve zag guidance.
In the United Stetes, FDA at the request of the Army and Atomic Energy
Commission has set general guidelines for animal feeding experiments to
determine wholescomeness, for inoculated pack studies to determine .
micrcbiological safebty, and for extractive studies to assess the suitablility
of flexible packaging. These guidelines serve as the basis for preparing
detailed #xperimental protocols which in many instances s pariicularly
with inoculated pack studies, are coordinated informally with responsible
officials of FDA and TSDA before commencing research. In this way the
petitioner is able to see a finite endé to the research reeded to atbain
his objectives and can allocate his money, personnel, and time accordingly.
DA approved guidelines and research protocols used in the Army*s program
can be made gvailable to the Interpational Atomic Energy Agency/Food and
Agriculfure Organizetion of the United Nations (TAEA/FAC) For distribution
to regulatory bodies of member countries.

Since the application of ionizing energy to preserve foods is still
in its infapcy, it is recommended that goverpment regulating bodies
adopt a flexible attitude toward their requirements for data in petitions
as circumstances change. This flexibility can work either in the direction
of tightening or loosening requirements. Por exasmple, if a food or
rackaging material can be cleared, the regulating agency could reguire
fewer supporting data for a closely related food or material, or waive
requirements albtogether for further testing and grant a blanket clear~
ance by class. On the other hand, if unexplained anommlies oecur, the
regulating agency may require more exhaustive testing than originally
anticipated., Only under extenuating cireumstances should regulating
agencies change requirements or impose new ones in midetream.

Upon request the regulating agency should be willing %o advise the
petitioner during the process of data gathering. During the years of
laporicus accumulation of data, common sense or good judgment msy lead
the petitioner to medify his experimental protocols, or give greater or
lesser emphasis to one or more facebs of his research effort. He could
also encounter seemingly insurmcuntable roadblocks; objectives may




886 FJOSEPHSON

change as cirecumstances chasnge. In such cases, the regulatory agency
should be amenagble to giving advice informally to the petitioner. This
advice could materially foreshorten the date gathering cycle. As a
corollary to assistance during the data gathering cycle, the regulating
agencey should also be willing, upon request, to advise the petitioner
in the preparation of the petition. In the United Staltes, officials of
FDA and USDA have always responded willingly and given unstintingly

of their time to requests by the Army for advice and guidance during
the period of data gathering and petition preparatiocn.

The U. 8. Army Medical Service has completed animal feeding siudies
on 21 foods representing the major food classes consumed in the United
States. As a result of these monumental studies begun in 1955, the
Arpy Medieal Service has concluded that “foods irradiated up to absorbed
doses of 5.6 megarads with a cobalt 60 source of gamma radiation or with
electrons with energies up to 10 million electron volts have been found
to be wholesome; i.e. safe, and nutritionally adequate (13)." The U. 8.
Atomic Energy Commission's animal feeding studies on fisgh, shellfish,
fruits and vegetables have not uncovered a single deleterious finding
in eny enimal which can be abttribubed to consumpbion of a food preserved
with ionizing energy (1k). As Par as can be foreseen at presént, there
will be only minimal needs in the fubure for further wholesomeness test-
ing by the Army (15). Beecause of the overvhelming cumulstive evidence
from animal feeding studies on the wholescomeness of foods trested with
iopizing energy it is reccmmended that,except for irradiating fresh
fruite and vegetables pricr to maturation (e.g. bananas), regulating
agencies requlre only absclubely essential additional feeding experiments.
An annotated biblicgraphy of all the previous feeding studies has been
published (16).

The question of standards of safety from a micrcbiological stand-
point of foods preserved by ionizing emergy is still unresolved. Where
the objective is to achleve shelf stable food products, the orgsnism of
orimary concern is Clostridium botulirum. For want of a better standard,
we use tha 12-D concept = 0 reduce a (lostridium bobtulinum spore popuia-
tion by a factor of 10 o the 12th power (101=). As knowledge increases
on the natural occurrence of botulinal crganisms in raw foods, and their
sugcepbibility to irradiation, it may be possible to modify this standard.
To this end, a special task group has been formed ]
under the auspices of the National Academy of Sciences -~ Nabtional
Research Council (NAS-NRC) to recommend standards for microbiclogical
safety for foods made shelf stable by ionizing energy. It is recommended
that TABA/FAO serve ag a focsl point for compilation of world-wide data
of the natural cccurrence of Clostridium botulinum in raw foods, and
its suscephibility to irradistion. These daba will serve as valuable
inputs to the study wnder way by the NAS-NRC task group and could
streamline the effort and reduce cosis in experiments to determine the
minimm required radiation deoses for individual shelf siable foods.

The petition cycle can be simplified and shortened if regulating
agencies establish timetebles to which they will adhere for review of
pebitions and rendering decisions. In the United States, FDA's timetable
is normally to decide within two weeks from the date of receipt of a
pebibion either to accept it for filing or to return it to the petitiorer.
¥FDA's timetable calls for ninety days from the date of acceptance of a
petition for filing to rendering a decision. If ninety days are insuffi=-
cient, FDA has the option of extending the examinaticn period an
additional 90 days. When FDA requires additional information from a
petitioner, this information at the option of FDA can be considered an
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amendment to the petition. In such cases the countdown can either be
suspended until the additional information is received or it reverts
back to day mumber 1 on the 9C or 180 day cycle. The newly appointed
commissioner of FDA has publicly stated in response to a guestion
concerning alterations in procedures to evaluabe petitions or in
enforcement activities that he is studying this matter and expects
"to speed up action, and will take whatever measures are required to
achieve this" (17}.

Since evaluzsiion of petitions often requires study by individuals
in the several fields of sclence, action could become bogged down as
the petition passes from group to group and office to office. It is
suggested that regulating agencies consider the project manzger system
which has worked so well in the Department of Defense and assign a
project officer for each petition. It would be the responsibility of
the project officer to see that the petition. is evaluated and a regula=-
tion issued at the earliest date following its receiphb.

There is much that the petitioner can do Yo assist in stream-
lining and shortening the petition process.

First, the petitioner has an cobligation to keep the regulating
bodies informed of the status of his research. The ability of a
regulating body dealing with the new field of preserving foods by
icnizing energy to perform its statubory duties is influenced by the
knowledge it has in this field, Since the regulating agency does not
generally conduct extensive research in the area it must regulate, it
depends upon and learns from the research findings of potential
petitioners. It behoves petitioners in their own self-interest fo
keep open the channels of commmication with officials of governmental
regulating bodies, invite them Ho participate in meetings, conferences,
and symposia, give them the opportunity to taste-test candidate foods
for clearances, keep them abreast of research timetebles and anticipated
dates to submit petitions, and meke them aware of both progress and
temporary sebbacke. By such actions the prospective petitioner can
vnderstand the requirements as well as the thinking of the offiecials
of regulating agencies apnd can respond intelligently.

Secondly, the petitioner should apprise regulating offiecials of
major findings and other data as they vnfold. These actions alert the
regulating agencies and condition them te respond favorably and more
rapidly when petitions are officially submitbed. Often a mumber of
diverse groups, based upon varying sclendific disciplines required to
evaluate data in a petition, are involved in passing on a petition.
Their reaction times will be reduced to the extent they are brought
gbreast of the most recent significant findings. It is incumbent upon
the petitioner to take the initiative in preparing and seeking advice
and informal concurrence of officials of regulating agencies a priori
in proposed protocols for major time consuming and costly experiments.
It is certainly recommended that he prepare drafbts of his proposed
protocols and discuss them with the very officials who will later pass
judgment on his petition. We have found this to be one of the most
importent facets in plamning ahead in areas requiring major research.

In the process of coordinating research proiocols with officials of
regulating agencies and keeping them informed, the petitiocner should use
discretion lest he burden these officials unnecessarily. He should use
good Judgment to avoid consuming the time of these offieials with the
less important aspects of his prcblems. He should retrain from making
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repetitive reguests to reconsider, review, or reoper matters (such as
proposed research pz-otocols) which have previously been decided.

Most important of all the dubies and cbligations of the petitioner
is bo earn the confidence of regulating agencies in his scientific
competency and integrity. In this new method for food preservation, the
petitioner may be much more krowledgesble about the application of
ionizing energy than those who will sit in Jjudgment. If the petitioner
has earned the confidence of members of regulating bodies, they will be
more receptive to his requests, proposals and to the ultimate petition.
There is no substitube for competency ard integrity on the part of the
petitioneri! There iz no better way o get a petition approved faster
than to have the work done by the most competent and honorable
investigators.

There is a $inal recommendation I can make to this internation=l
audience == that the IAEA/FAD serve as a c¢learing house for =11 pebitions
approved by regulating bodies of any natior. This would involve s massive
job in reproduction for members of the United Nations. T believe,
however, that the benefits to all mankind far transcend the burden I
would like to see IAEA/FAO assume. By bringing to the atiention of the
scientific commmnity all the information contained in these petitions,
much time and money can be saved and needless duplication in research
can be minimized, thus materially shortening the lead time and stream=-
lining the entire petitioning process.

The salient poinits can be summarized as follows:

1. The scientiflc feasibility of the process to preserve foods
with ionizing energy has been demonstrated.

2., To establish this process on a commercial basis will require
approvals by govermmental regulstory bodies of petitions, supported by
adequate evidence, requesting exempbtions to legal prohibitions where
they may exist to the use of ionizing energy o preserve foods.

3. For countries which are considering enacting statutes for the
control of irradiation of food and focd products for human consumption,
it is recommended that suthority to administer these statuies be
vested in a gingle agency.

4, The time-consuming expensive process of data colleching,
writing, and evaluating petitions can be streamlined and expedited
if the regulatory agency:

2. Bstablishes clearly in advance reasonable requirements
for the breadth and depth of the required scientifie evidence.

b. Adopts a flexible atiitude as circumstances change, yet
not arbitrarily change requirements or impose new ones in midstream.

c. Is willing, upon request, o advise the petitioner during
the course of data gathering.

d. Is willing, upon requeé'b, 4o assist the petitioner in
preparation of the petition.

e. Establishes and adheres to & finite timetable for passing
on petitions and issuing regulations.
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f. Considers using the project officer system or similar
procedure to expedite handling of petitions from time of receipt to
isguance of regulations.

g. Considers granting approvals for groups of foods, food
producks, and packaging materials once experience has been gained
from initial approvals on an individual basis.

h. Places minimal requirements for further animal feeding
studies in light of %he overwhelming evidence from the U. 8. Avmy's
and ABC's studies indicating that irradiated foods are wholesome at
doges up o0 5.5 Mrads and at electron energies below 10 MeV.

5. The petitioner can simplify the pebition process if he:.

a. Xeeps the regulstory agency informed of the status of his
research.

b. Apprises the regulatory agency of major research findings
and other evidence as they unfold.

¢. Prepares and secks advice and concurrence of the regulatory
sgency & priori ia proposed protocols involving major time=-consuming
and costly experiments.

d. Refrains from unnecessarily overburdening officials of
regulating agencies with the less important mspects of his problems
and with repetitive requests to reconsider, review, or recpen matters
previcusly decided.

e. Barne the confidence of the regulatory agency in his
scientific competency and integrity.
6. To expedite the flow of information among member countries,
avoid duplicetion of effort, and simplify and shorten the petition
eycle, 1t is recommended that the IAEA/FAD of the United Naticns
gerve as a clearing house for all petitions approved by regulatory
bodies of any nation and accompanying implementing regulations.
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DISCUSSION

J. VERGRAGT: I should like to suggest that a deputy project officer

be appointed to assist the project officer assigned for each petition.

E.5. JOSEPHSON: Thank you for your suggestion, I agree that it

would be helpful for the project officer to be assisted by an assistant or
deputy, who would be responsible for the processing of the petition in the
absence of his superior. [ shall pass this suggestion on to the regulatory
bedies in the United States, .

A, LAFONTAINE: I{feel thai the World Health Organization as well
a5 the International Atomic Energy Agency and the Food and Agriculture
Organization of the United Nations should take part in a world-wide survey
of the incidence of Clostridium botulinum.

E.S, JOSEPHSON: Yes indeed; WHO could also assisi the task group
of the National Academy of Sciences-National Research Council in for-
mulating recommendations for microbiological standards of safety for
radappertized foods,




